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DETAILED ACTION 
Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

2. Claims 1,2,^^^,^^^45,46,64^ 111, 113, and 115 
rejected under 35 U.S.C. 102(b) a ; s being anticipated by Grahn (USPN 5683438). 

3. Referring to claims 1, 2,X ^2^26*2^X^45, 46, 64=66*, 48-21,^. 113, and 115, 
Grahn teaches all of the limitations of these claims. Grahn teaches a system for raising core 
body temperature including: 

a) a chamber for enclosing a portion of an extremity including a hollow tubular 
housing with an entry port; 

b) a pneumatic seal including an annular cuff at the entry port of the chamber to seal 
the body portion in the chamber inhibiting movement of the portion relative to the 
chamber; 

c) a thermal energy exchange system associated with the chamber; and 

d) a vacuum system associated with the chamber to generate a sub-atmospheric 
pressure within the chamber. 

Further, the thermal energy exchange system includes a heating energy element that can maintain 
a temperature between 5°C to 48°C; a flexible membrane that is adapted to envelop the body 
portion; a backing layer of insulating material that is contiguous with the energy element and 
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contacts the flexible membrane; a circulation pump; a fluid reservoir; and a temperature 
regulator. Referring to figure 1 of Grahn, the chamber surrounds arm 62; the entry port and seal 
include parts 20 and 26; the heating blanket 34 includes the flexible membrane and the backing 
layer of insulating material; the thermal energy exchange system includes 46, 44 and 30; and the 
vacuum system includes 26, 32, and 28. 

4. Referring to claims 103-105 and 111, Grahn teaches all of the limitations of these claims 
as described above. The use of the device of Grahn as described above teaches a method of 
manipulating core body temperature including the steps of enclosing a body portion in a 
chamber, sealing the chamber with a pneumatic seal to inhibit movement of the portion relative 
the chamber, generating a sub-atmospheric pressure within the chamber, exposing the body 
portion to an energy element assembly, and optimizing contact of the energy element with the 
body portion via a flexible membrane assembly. 

Claim Rejections - 35 USC § 103 

5. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. , , 

6. Claims^r^X-33, 7VH" 78 > 97^t02, 1 08, 1 09, and 1 1 2 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Grahn (USPN 5683438). 

7. Referring to claims 2X 77, 78, 94, 9\,and 1 1 2, Grahn teaches all of the 
limitations of these claims as described above except for the use of a cooling element in the 
energy element. It would have been obvious to one of ordinary skill in the art at the time of 
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invention that the device of Grahn could be modified to include a cooling element in the thermal 
exchange system in order to provide for the cooling of hyperthermia patients in addition to the 
warming of hypothermia patients. 

8. Referring to claims'^and T&^Grahn teaches all of the limitations of these claims as 
described above except for the use of a phase change material for the insulating material of the 
backing layer. It would have been obvious to one of ordinary skill in the art at the time of 
invention that a phase change material could have been used in the backing layer of the device of 
Grahn to ensure that the heat from the energy element was dissipated evenly across the device. 

9. Referring to claims ^\>\and lD$, Grahn teaches all of the limitations of these claims 
as described above except for the use of a perfusion pad in the thermal energy exchange system. 
It would have been obvious to one of ordinary skill in the art at the time of invention to include a 
perfusion pad in the energy exchange system of Grahn in order to ensure even distribution of the 
energy to the treated body portion. 

10. Referring to claims 32, 33, 75, 76, 101, 102, 108, and 109, Grahn teaches all of the 
limitations of these claims as described above except for the sub-atmospheric pressure being 
between -10 mmHg to -400mmHg. Grahn teaches a negative pressure preferably between - 
20mmHg to -80 mmHg. It would have been obvious to one of ordinary skill in the art at the 
time of invention that the vacuum system of Grahn could be constructed to provide negative 
pressure between -10 mmHg and -400 mmHg as a suitable pressure range to ensure effective 
heat transfer within the chamber. 
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11. Claims^-7, 10-20, 34-42, 47-51, 54-63, 107, 1 10, W, and 1 16-120 are rejected under 35 
U.S.C. 103(a) as being unpatentable over Grahn (USPN 5683438) in view of Grahn et al. 
(USPAP 2002/0019653). 

12. Referring to claims \\ 40,^47-49, 107, and 1 16-120, Grahn teaches all of the 
limitations of these claims as described above except for the specific construction of the 
chamber. Grahn et al. teach a similar device that includes heating or cooling elements where the 
chamber includes a base member 1 14, a moveable member 112, and fasteners 120. It would 
have been obvious to one of ordinary skill in the art at the time of invention to construct the 
chamber of Grahn with a base and movable portion as in Grahn et al. in order to ensure easier 
sterilization of the device between uses. 

13. Referring to claims 6, 7, 10-20, 42, 50, 51, and 54-63, the combined device of Grahn and 
Grahn et al. teaches all of the limitations of these claims as described above except for the base 
and movable member each being associated with a separate flexible membrane, a separate cuff 
portion, and a separate energy element. It would have been obvious to one of ordinary skill in 
the art at the time of invention that if the chamber of Grahn were constructed with a base and a 
moveable member as in Grahn et al. both the base and moveable member could each include a 
flexible membrane, a cuff, and an energy element to ensure effective thermal transfer to the 
patient. 

14. Referring to claims 34, 35, 38, and 110, the combined device of Grahn and Grahn et al. 
teaches all of the limitations of these claims as described above. Further, Grahn et al. teach that 
an insulating device such as a glove or sock may be worn prior to placement of the body portion 
in the chamber. 
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15. Referring to claim 36, the combined device of Grahn and Grahn et al. teaches all of the 
limitations of this claim as described above except for a layer of the sleeve being transparent. It 
would have been obvious to one of ordinary skill in the art at the time of invention that the use of 
a transparent sleeve as in the claims represents an unpatentable design choice over the sleeve of 
the combined device that would not change the functionality of the device. 

16. Referring to claim 37, the combined device of Grahn and Grahn et al. teaches all of the 
limitations of this claim as described above except for a layer of the sleeve containing a silver 
compound. It would have been obvious to one of ordinary skill in the art at the time of invention 
that the sleeve of the combined device could have included a metallic compound such as a silver 
compound to enhance the energy transfer of the device. 

17. Referring to claim 39, the combined device of Grahn and Grahn et al. teaches all of the 
limitations of this claim as described above except for the insulating material of the sleeve being 
a phase change material. It would have been obvious to one of ordinary skill in the art at the 
time of invention to include a phase change material as the insulating material in the combined 
device to ensure an even temperature distribution across the sleeve. 

1 8. Claims 7^83, and 86-92 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Grahn (USPN 5683438) as applied to claim 77 above, and further in view of Grahn et al. 
(USPAP 2002/0019653). ^ 

19. Referring to claims ?S(-&L, Grahn teaches all of the limitations of these claims as 
described above except for the specific construction of the chamber. Grahn et al. teach a similar 
device that includes heating or cooling elements where the chamber includes a base member 1 14, 
a moveable member 1 12, and fasteners 120. It would have been obvious to one of ordinary skill 
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in the art at the time of invention to construct the chamber of Grahn with a base and movable 
portion as in Grahn et al. in order to ensure easier sterilization of the device between uses. 
20. Referring to claims 82, 83, and 86-92, the combined device of Grahn and Grahn et al. 
teaches all of the limitations of these claims as described above except for the base and movable 
member each being associated with a separate flexible membrane, a separate cuff portion, and a 
separate energy element. It would have been obvious to one of ordinary skill in the art at the 
time of invention that if the chamber of Grahn were constructed with a base and a moveable 
member as in Grahn et al. both the base and moveable member could each include a flexible 
membrane, a cuff, and an energy element to ensure effective thermal transfer to the patient. 



21. Claims 23, and 106 are rejected under 35 U.S.C. 103(a) as being unpatentable over 



Grahn (USPN 5683438>in view of Cho et al. (USPN 5369807). 

22. Referring to claims 23, 67, and 106, Grahn teaches all of the limitations of these claims 
as described above except for the seal containing a bladder. Cho et al. disclose a similar device 
where air bladders are used to create a pneumatic seal in a chamber containing a users hand. It 
would have been obvious to one of ordinary skill in the art at the time of invention to use a 
bladder seal as in Cho et al. in the device of Grahn as an effective means to seal a body portion 
inside the chamber. 



23. Claim 9*us rejected under 35 U.S.C. 103(a) as being unpatentable over Grahn (USPN 



5683438) as applied to claim 95 above, and further in view of Cho et al. (USPN 5369807). 



above except for the seal containing a bladder. Cho et al. disclose a similar device where air 
bladders are used to create a pneumatic seal in a chamber containing a users hand. It would have 





24. Referring to claim Ife. Grahn teaches all of the limitations of this claim as described 
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been obvious to one of ordinary skill in the art at the time of invention to use a bladder seal as in 
Cho et al. in the device of Grahn as an effective means to seal a body portion inside the chamber. 

25. Claims 8, 9, 52, and 53 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Grahn (USPN 5683438) in view of Grahn et al. (USPAP 2002/0019653) as applied to claims 7 
and 51 above, and further in view of Cho et al. (USPN 5369807). 

26. Referring to claim 8, 9, 52, and 53, Grahn and Grahn et al. teach all of the limitations of 
these claims as described above except for the seal containing a bladder. Cho et al. disclose a 
similar device where air bladders are used to create a pneumatic seal in a chamber containing a 
users hand. It would have been obvious to one of ordinary skill in the art at the time of invention 
to use a bladder seal as in Cho et al. in the combined device of Grahn and Grahn et al. as an 
effective means to seal a body portion inside the chamber. 

27. Claims 84 and 85 are rejected under 35 U.S.C. 103(a) as being unpatentable over Grahn 
(USPN 5683438) as applied to claim 77 above, and further in view of Grahn et al. (USPAP 
2002/0019653) as applied to claim 83 above, and further in view of Cho et al. (USPN 5369807). 

28. Referring to claim 84 and 85, Grahn and Grahn et al. teach all of the limitations of these 
claims as described above except for the seal containing a bladder. Cho et al. disclose a similar 
device where air bladders are used to create a pneumatic seal in a chamber containing a users 
hand. It would have been obvious to one of ordinary skill in the art at the time of invention to 
use a bladder seal as in Cho et al. in the combined device of Grahn and Grahn et al. as an 
effective means to seal a body portion inside the chamber. 
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29. Claim 43 is rejected under 35 U.S.C. 103(a) as being unpatentable over Grahn (USPN 
5683438) in view of Grahn et al. (USPAP 2002/0019653) as applied to claim 42 above, and 
further in view of Borders (USPN 6149674). 

30. Referring to claim 43, the combined device of Grahn and Grahn et al. teaches all of the 
limitations of this claim as described above except for the third and fourth cuffs at the distal end 
of the chamber. Borders teaches a similar device that includes cuffs at the proximal and distal 
end of a chamber so that a portion of an extremity can be enclosed without the distal end of the 
extremity being enclosed within the chamber. It would have been obvious to one of ordinary 
skill in the art at the time of invention to include cuffs at the distal end of the chamber of Grahn 
and Grahn et al. as in Borders in order to provide thermal energy to a portion of an extremity not 
including the distal end of the extremity. 

3 1 . Claim 44 is rejected under 35 U.S.C. 103(a) as being unpatentable over Grahn (USPN 
5683438) in view of Grahn et al. (USPAP 2002/0019653) as applied to claim 42 above, and 
further in view of Borders (USPN 6149674) as applied to claim 43 above, and still further in 
view of Cho et al. (USPN 5369807). 

32. Referring to claim 44, the combined device of Grahn, Grahn et al., and Borders teaches 
all of the limitations of this claim as described above except for each cuff containing a bladder. 
Cho et al. disclose a similar device where air bladders are used to create a pneumatic seal in a 
chamber containing a users hand. It would have been obvious to one of ordinary skill in the art 
at the time of invention to use a bladder seal as in Cho et al. in the combined device of as an 
effective means to seal a body portion inside the chamber. 
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Conclusion 



Any inquiry concerning this communication or earlier communications from the 



examiner should be directed to Kenneth G Schopfer whose telephone number is 703-305-2649. 
The examiner can normally be reached on M-F (8:00-5:30) First Friday Off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Linda Dvorak can be reached on 703-308-0994. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-872-9302 for regular 
communications and, 703-872-9303 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-1 148. 




KS 

March 24, 2003 




LINDA C. M. DVORAK 
SUPERVISORY PATENT EXAMINER 
GROUP 3700 



